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Skidmore College Institutional Review Board 
Policy and Procedures for Research Involving Human Participants 

 
1.0 Overview 

 
1.1  Purpose 
 

The purpose of the Institutional Review Board (IRB) of Skidmore College is to assure that all 
human subject research associated with the College conforms to related New York State and 
federal regulations. The IRB is charged with protecting the safety, welfare, rights, and privacy 
of all participants in human subjects research that proceeds under the guidance of faculty, staff, 
and students on our campus. These safeguards derive from the following ethical principles, 
which were first articulated in the Belmont Report issued by the National Commission for the 
Protection of Human Subjects of Biomedical and Behavioral Research in 1979. 

 
1.2   Ethical Guidelines Governing Research 
 

1.2.1   Respect for Persons:  Recognition of the personal dignity and autonomy of individuals 
and special protection of those persons with diminished autonomy or particular 
vulnerabilities, including prisoners, children, those who are mentally or cognitively 
disabled, pregnant women, or economically or educationally disadvantaged persons. 
Human subjects should enter into research voluntarily and with adequate information.  

 
1.2.2 Beneficence: The obligation to protect persons from harm by maximizing anticipated 

benefits and minimizing possible risks. Possible risks to human subjects should be 
weighed against possible benefits to the subjects, as well as against the possible 
improvement of knowledge.  

 
1.2.3    Justice: Fairness in the distribution of research benefits and burdens. In selecting human 

subjects for research, investigators should ensure that no group of participants is either 
consistently selected to participate in research, or consistently deprived of the 
opportunity to do so. 

 
1.3   Charge of the IRB 

The procedures for review described below adhere to the regulations of the Department of 
Health and Human Services (45 CFR 46, as amended and published in the Federal Register on 
June 18, 1991), and to the Federal Wide Assurances filed with the HHS by the College. In 
addition, the IRB has adopted language from Federal Regulations that govern human subjects 
research.   
 
The IRB is charged with reviewing human subject research proposals before the research 
begins. "Research" is defined as "systematic investigation, including research development, 
testing, and evaluation, designed to develop or contribute to generalized knowledge" (45 CFR 
46.102d). Research subject to review thus includes, but is not limited to:  pilot studies; class 
projects that may lead to publication of results; MALS theses; student/faculty collaborative 
work; independent research; and senior theses, whether such research takes place on or off the 
Skidmore College campus.  
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2.0  Researcher Responsibilities 

 
IRB policies are intended to protect the rights of human subject participants.  However, researchers are 
also responsible for protecting those rights.  In addition to the ethical principles enumerated earlier, 
researchers must abide by the Principles and Ethics summarized below, and they are encouraged to 
consult additional guidelines provided by their respective disciplinary groups.   
 
2.1 Compliance 

Faculty, staff, and students who participate in human subject research must act in compliance 
with federal, state and College regulations. In addition, professional disciplinary guidelines 
governing the conduct of human subject research should inform researchers as they plan and 
conduct their research. As required by IRB policies, researchers are required to obtain 
institutional approval prior to conducting research. 

 
2.2  Informed Consent   

Prior to conducting research with human participants (except when the research involves only 
anonymous surveys, naturalistic observations, or similar procedures), researchers enter into a 
social contract with participants, clarifying the nature of the research and what participants can 
expect to experience during the course of the study.  Participants are informed of all features of 
the research that might influence their decision to participate.  Researchers are to respect 
participant decisions to decline or discontinue participating in the research at any time for any 
reason and without penalty.  Where possible, researchers make reference to participants’ rights 
along these lines in their consent forms (see guidelines for the content of consent forms).   

 
2.3 Minimizing Negative Effects of Participation (e.g., Intrusiveness, Harm) ake refe
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conversation, news releases), it may be important not to inform participants at the outset that 
the purpose of the study is to test the accuracy of memory.  In these instances, the use of cover 
tasks (or instructions for processing materials) need not make mention of subsequent memory 
tests.  Although these cover tasks do not necessarily involve deception (i.e., telling participants 
information that is not true), for adult participants, their role in the research should be 
mentioned in debriefing statements.  

 
2.5 Confidentiality and Privacy 

All personally identifiable information about participants’ is kept confidential.  When there is a 
possibility that others may have access to this information, participants should be informed of 
this possibility prior to giving their consent.  All information is processed, stored and destroyed 
in a manner that preserves the confidentiality of the participant.  Researchers include reference 
to the way(s) in confidentially is safeguarded 
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3.2.3 The IRB may, in its discretion, invite individuals with competence in special areas to 
aid the review of issues which require expertise beyond that available on the IRB. These 
individuals may not vote with the IRB. 

3.2.4
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3.4.1   Copies of all research proposals (including those classified as exempt and 
reviewed by individual departments), scientific evaluations, if any, that 
accompany the proposals, approved sample consent documents, progress reports 
submitted by investigators, and reports of injuries to subjects. 

3.4.2   Minutes of IRB meetings which shall be in sufficient detail to report attendance 
at the meetings; actions taken by the IRB; the vote on actions on proposals under 
review including the number of members voting for, against, and abstaining; the 
basis for requiring changes in or disapproving research; and a written summary 
of the discussion of disputed issues and their resolution. 

3.4.3 Records of continuing review activities. 

3.4.4    Copies of all correspondence between the IRB and the investigators. The one exception 
to this guideline is for proposals classified as exempt by the Departmental IRB Liaisons 
In these cases, all correspondence between the Departmental IRB Liaisons and the 
investigators are maintained in departmental files.  One copy of the individual proposals 
along with other supporting materials (see Section 3.4.1) will also be maintained within 
the department files. 

3.4.5 A list of IRB members identified by name; earned degrees; representative 
capacity; indications of experience such as board certifications, licenses, etc., 
sufficient to describe each member's chief anticipated contributions to IRB 
deliberations; and any employment or other relationship between each member 
and the institution (e.g., full-time employee, part-time employee, member of 
governing panel or board, stockholder, paid or unpaid consultant).  

3.4.6 Changes in IRB membership shall be reported to the Department or Agency 
head, unless in accord with §46.103(a), the existence of a DHHS-approved 
assurance is accepted. In this case, change in IRB membership shall be reported 
to the Office of Human Research Protection, National Institutes of Health, 
DHHS. 

3.4.7 Written procedures for the IRB. 

3.4.8 Statements of significant new findings provided to subjects.  A statement that 
significant new findings developed during the course of the research which may 
relate to the subject's willingness to continue participation will be provided to 
the subject.  

3.5 IRB Maintenance of Records 
 

Records pertaining to human subjects that come under IRB purview will be kept on a secure 
computer server (electronic records) or in a locked space in an administrative office under 
supervision of the IRB Coordinator for three years after the completion of an approved project 
or declination of a proposal.  Records may include:  certification of completion in human 
subjects protection training, applications for approval to the IRB, descriptions of research 
protocols, sample consent forms, sample questionnaires, copies of grant proposals, minutes of 
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IRB meetings, and related memoranda and correspondence.  For departments with their own 
review boards, the IRB Departmental Liaison is expected to keep records that pertain to the 
exempt protocols reviewed at the departmental level for three years after the completion of an 
approved project.  

 
4.0 Submitting a Proposal to the IRB 

 
4.1 Qualified Investigators 

Only qualified faculty and staff investigators with appropriate credentials related to human 
subjects research may submit a proposal to the IRB.  Students and other members of the 
Skidmore community who do not have the appropriate credentials are required to have a 
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4.5  Consent of Child Participants 
 

4.5.1 Parental Consent 
When the participants are under 18 years of age, parental (or guardian) consent must be 
obtained.  This consent could be specific to an individual project or inclusive of all projects 
receiving IRB approval for a given year.  Parents and guardians may sign a consent form giving 
permission for their child(ren) to participate in a series of projects conducted over a period of 
an academic year.  It is understood that although parental consent is obtained, child participants 
are free to decline invitations to participate without any penalty.  Parent consent letters should 
provide information about the purpose of the research as well as information about the 
procedure itself from the child’s point of view.  As with research involving adult participants, 
this letter should indicate how confidentiality would be maintained.   
 

 4.5.2 Child Assent 
Child participants should be given an age-appropriate explanation about the procedures used 
and what to expect by way of participation.  Children should be asked if they want to 
participate.  Mere failure to object on the child participant’s part should not, in the absence of 
an affirmative response, be interpreted as assent.  In the proposal, the researcher should indicate 
how assent would be obtained and documented.  The researcher should also indicate how 
parental consent would be obtained including an example of the letter of consent (if relevant). 

 
4.6   Debriefing Statement 

Debriefing statements are required for some research projects. The purpose of debriefing is to 
inform the participants of the goal(s) of the study and to remove (or minimize) any negative 
effects of the study.  When course credit is offered for participation (e.g., by way of extra 
credit), the debriefing should also be educational in that it informs the participants of some of 
the issues (e.g., psychological) of concern in the study.  Debriefing is of particular importance 
if deception is involved and/or if the study involved sensitive or potentially embarrassing 
issues.  It is the researcher’s responsibility to remove any negative feelings that a participant 
might experience as a result of his or her participation.  Note:  Materials submitted to the IRB 
Committee should include a script of the debriefing statement. 

    
When there are potential risks (e.g., inducing negative emotional reactions) even if minimal in 
nature, participants should be provided with appropriate contact information (e.g., counseling 
center, disabilities specialists) in the debriefing form.  In studies where deception used, the 
researcher has the obligation to allow participants to learn about the nature of the deception 
(and its purpose) upon completing the session or study. 

 
5.0  IRB Review of Proposals 

 
5.1  Introduction 

Qualified investigators (see section 4.1) who are planning research projects involving human 
subjects are responsible for initiating the review process by submitting their research proposals 
electronically to the IRB.  Only electronic submissions are accepted.  Typically, the Chair of 
the IRB will determine the category of review for all proposals. However, for those 
departments with their own review boards in place, the Departmental IRB Liaison (e.g., the 
Chair of the Participant Review Board in the Psychology Department), serving as an ex officio 
member of the IRB will review proposals initially.  In consultation with the Chair of IRB, and 
following the criteria listed below for designating a proposal as exempt, the Departmental IRB 
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Liaison may designate a proposal as exempt.  In this case, the Departmental IRB Liaison 
informs the IRB Chair about the approval, and sends a copy of the proposal to the IRB 
Coordinator to have on file.  If the proposal requires further consideration, the Departmental 
IRB Liaison will send all relevant materials to the IRB Chair for further processing. 

 
5.2 Categories of Review 

Depending on the level of risk associated with the research, a protocol may be classified as 
exempt from review, eligible for expedited review, or require a full review.  A proposal can be 
deemed exempt from IRB review at the de





IRB Policy and Procedures - Page 12 of 15 

created 6/30/03; revised 11/25/03; revised 8/2/06 

Part B (at least one item should apply)  
1. Research that collects data from voice, video, digital, or image recordings;  

 
2. Research on individual or group characteristics or behavior, including but not 

limited to survey, interview, oral history, focus group, program evaluation, 
human factors evaluation, or quality assurance methodology as follows: 
 
a. Involving adults, where (i) the research does not involve stress to 

subjects, and (ii) identification of the subjects and/or their responses 
would not reasonably place them at risk of criminal or civil liability or be 
damaging to the subjects’ financial standing, employability, or 
reputation; 

b. Involving children where (i) the research involves neither stress to 
subjects nor sensitive information about themselves or their family; (ii) 
no alteration or waiver of regulatory requirements for parental 
permission has been proposed; and (iii) identification of the subjects 
and/or their responses would not reasonably place them or their family 
members at risk of criminal or civil liability or be damaging to the 
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electroretinography, echography, sonography, ultrasound, magnetic resonance 
imaging (MRI), diagnostic infrared imaging, doppler blood flow, and 
echocardiography; (d) moderate exercise, muscular strength testing, body 
composition assessment, and flexibility testing involving subjects; (e) collection 
of blood samples by finger stick or venipuncture. 

 
7. Continuations of projects that do not fall into the above categories, and have 

been previously subject to the Full Review process by the IRB, which has 
determined that the research involved poses not more than minimal risk, and no 
additional risks have been identified. 

 
5.2.3 Criteria for Full Review 

 
If ANY of these apply: 
1. The research involves as subjects prisoners, fetuses, pregnant women, the 

seriously ill, or mentally or cognitively compromised adults, including 
economically or educationally disadvantaged persons. 

 
2. The research involves the collection or recording of behavior, which, if known 

outside the research, could reasonably place the subjects at risk of criminal or 
civil liability or be damaging to the subjects’ financial standing, employability, 
or reputation. 

 
3. The research involves the collection of information regarding sensitive aspects 

of the subjects’ behavior (e.g., drug or alcohol use, illegal conduct, sexual 
behavior). 

 
4. The procedures of the research involve more than minimal risk to the subject 

(where “more than minimal risk” means that the probability and magnitude of 
harm or discomfort anticipated in the proposed research is greater than that 
ordinarily encountered in daily life or during the performance of routine 
physical or psychological examinations or tests). 

 
5. Any research that does not fall into any of the categories explicitly identified as 

qualifying for exempt or expedited status. 
 
5.3   Review Process 
 

5.3.1 All proposals must be prepared using the Skidmore College’s IRB Research Proposal 
format (see 4.2). 

 
5.3.2 All proposals (except as specified in 5.3.3) should first be submitted to the IRB 

Coordinator who will enter them into the proposal tracking system and assign a case 
number. Proposals will then be routed to the appropriate party.   

 
5.3.3 For departments with their own review boards, proposals are submitted to the 

Departmental IRB Liaison who determines if the proposal is exempt.  If the proposal is 
not exempt, the IRB Liaison instructs the Principal Investigator to electronically submit 
the proposal to the IRB.  The IRB Chair then determines if the review will be expedited 
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or full.  Even in departments with their own review boards, the principal investigator 
may submit the proposal to the IRB based on the level of risk associated with the 
research and/or external funding requirements.    

 
5.3.4 Departments with their own review boards are expected to keep records of the exempt 

proposals.  Departmental IRB Liaisons are responsible for directly corresponding with 
their own investigators regarding exempt protocols reviewed by their own boards.    

 
5.3.5 Under the expedited review process, the Chair and/or other members of the IRB 

selected by the Chair will review the proposal.  Under full review, all members of the 
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5.6 Review of Continuing Research 
 
5.6.1  IRB-approved research that is continuing or has been changed must be re-

reviewed by the IRB at least annually depending on level of risk.  Research that 
is more than minimal risk will be reviewed more often than annually.  
Approximately one month prior to the year anniversary of the IRB approval 
date, the investigator will be sent a letter regarding the need for Continuing 
Review.  The investigator is expected to complete the Review of Continuing 
Research form and submit it to the IRB Coordinator by the date indicated in the 
notice letter.  The continuing review will be designated as exempt, expedited, or 
full and will be subjected to the review process delineated above.  Continuing 
review is required for all proposals. 

 
5.6.2 If the scope of the research changes or deviates from the description originally 

provided to the IRB, investigators must submit a memo to the IRB Chair or 
Departmental IRB Liaison describing such changes.  The changes will be 
reviewed under the exempt, expedited, or full review process.  

 
5.6.3 Failure to comply with the Continuing Review process can result in suspension 

or termination of IRB approval for the project. 
 

5.6.4 After a proposal is underway, investigators must promptly report to the IRB 
Chair any unanticipated problems or adverse events that pose risks to subjects or 
others.   

 
5.6.5 Complaints/Questions/Concerns:  Questions, complaints, or concerns regarding 

compliance with Skidmore College’s IRB Policy and Procedures should be 
directed to the Chair.   

 
5.7 Research Approved by IRBs at Other Institutions 
 

Skidmore faculty and/or student research that has been approved by an IRB at another 
institution where the data collection will occur under the auspices of that institution does not 
require additional review by Skidmore College’s IRB.  Principal investigators of such research 
are required to submit the protocol and official IRB approval to the IRB Coordinator.  Research 
approved at another institution that utilizes Skidmore College community members as subjects 
does require IRB review according to the procedures described herein.   

 
6.0 IRB Appeals Process 

 
The decision of the IRB may be appealed.  The principal investigator(s) initiates the appeal in writing 
to the Chair of the IRB.  The investigator may submit information pertinent to the proposal and may 
request a meeting with the IRB.  The IRB may request additional information relevant to the proposal 
from either the investigator or others.  The appeal will be considered by the full IRB and the decision 
will be determined by the majority vote of all voting members of the IRB. 
 
 
 


